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In response to the Office Action dated September 30, 2009, X Bemhard Miiel linger, do 
hereby declare and say as follows: 



E AC ICGEOii NO IKFQEM ATION 
1 I axo a eo-hxventor of the present %plieati0n. 

2. I obtained a degree m Freciskm and Miemmeohankai Engineering hi 1 995 from the 
University of Applied Scimco iiv Mtimcfty with a focus on medical device teelmotogy. 

3 . Brom 1 995 to 1098, 1 was employed at the GSF ~ Research Centre for BnvlranrBent and 
Health, working on. the research project "Qptimteation. of Aemsol Deposition, with 
MbBodisperse Encapsulated Panicle^'. I held dif&mrt positions related to aerosol research 
while I was at GSF, 

4. From 199S to 2000 y I was employed .at. the Askleplos Clinic s in cooperation with the Climcal 
Researoh Group of GS F : g^d developed :n:ew pulmonary dia^mstie techBologies and 
performed clinical trials in aerosol delivery research. 



5. Since 2000, i have been employed at Amy mm GmbH. 1 am, currently the Vice Presides of 
Device & Clinical Development and I am responsible for medics] device development and 
clinicat4^1.ppmem. I have managed nnrnerons projects developing products including the 
AKITA® mhahuion system, the AKIT inhalation system, tire AKiTA JET™ inhalation 
system and several e m toni^r specific medical devices, l am also responsible for opdnB^ation 
ofphaftn^^ dosing and aerosol targeting strategies in p^elinieal and 
clinical drug de^IopiBajit projeeis within A$ti\mm® QmhM* i have extensi ve axperieme hi 
clinical :imU in drug delivery by aerosols . 

THE APPLICATION 

6. I have read and understood the above referenced paten! applieMoip including the 
specification, claims and the relevant prior art, 

7. The standard I used for obviousness is wliethcr the elaima won! d have been obvious to an 
ordinary person skil led in t&e art m light of the references cited, 

8. lire Examiner .rejected independent claims :.25 s ,43, and 44 as being obvions over Brand 
(^606,9-89) in view of Brooker (6,269,8 1 0} taken together with Goodman et ai (5,542,410), 

% As discussed in my Declaration dated July i? ; 2008, Brand does not teach or suggest 

individually adfus&ig fee -inhalation device to the patient to be treated by adapting a dosage 
of at least one aerosol on the basis of the aerosol parameters to obtain a predetermined 
aniount of aerosol deposition m a l ung of t he patient and Brand does net teaeh or suggest 
adjusinig itow rate, or tidal volume of an iniiaiation device based on inhalation parameters; 

1(1 Regarding Brooken in the last office action dated March 20. 2009, fee Examiner stated 
^[sjinee lh&: adj t&te&pu&e would make up a portion of fee reapiratory flow or the tidal 
volnme, and given th at tidal volume is tire l img vokme representing the n o rxxml volume ofak 
displaced between ^iormalinbalati0n and exhalation when extra effort is not applied, tire 
adjustment of the pulse would adjust the respiratory How or tidal. voIiUBe (at least to some 
extent)^ (office action dated Mare h 20 y 2009, page I I ? lines . 12-16, see also page S ? lines 
12). 



1 L Even accepting that the accosted pulse would make op a portion of the tidal volume it cannot 
be eonciutlecl feat adjus toen; of ihe pulse would ^d?ustth©; tidal volume to. any extent In 
Smoker, fee /adjured puke tyalmiie) cannot. adjust the tidal volume as the tidal volume in 
Brook^r Is determined by the way the pattern breathes . If the patient does bosa&e 
regularly bnliias an ieegalar breatMng pattern, (he tidal volume fot each breath is different 
despite Slaving an ^adjusted pulse volume. In addition , the adjusted pulse would not make op a. 
portion of the respiratory flow as h is just a volume aerosol and not a "flow". Thus, I 
xespeet&ll y submit that the Examiner's statement above is incorreet 

12. Broofcer does not teach or suggest individually adjusting the inhalation device to the patient 
to be treated by adapting a dosage of at least one aerosol oa tlie basis of the aerosol 
parm'Deters to ohtaio a predetermta ed amount of aerosol deposiu ou k\ a lung of the padenL 
More specifically, Brooker does not teach or suggest adjusting flow rate or tidal volume of aa 
inl>alatiQ« device u steg imii vidua] patient parameters or aerosol parameters- 

1.3. Therefore Brooker does uoi te&eh the elements in claims 25, 43, and 44 missing fo?n Braud. 

14/Goodmao also does not teaeh or suggest adj usting flow rate or tidal volume of an. mhaMk>n 
device using, indivtdnai patien t parameters, or aerosol parameters. 

15. Tidal volume is the volume of air inhaled and exhaled with each breath. Tidal volume and 
respiratory Bow feoth. relate to air entering aud leaving a patient's lungs during a breath, 

1.6. Goodmarrieaehes adjusting aerosol delivery based on inspiratory flow, pmm< expiratory 
flow, aod tidal volojms. Aqiiisting mmmi delivery based on cer^in parameters is eooipSetdy 
dil&rent than adjusting tidal volume. 

17, Goedmaii teaches measoring, analyzing, aiid detecting respiratory flow and adj usting aerosol 
delivering based on measured respiratory fiowl Measuring, analyzing and detecting 
respiratory flow is net the same as adjusdirg respiratory flow, 

18, Goodman does teach trying to get the -patient to adj ust their breathing, However, this is also 
very differmt. ttian, tidjnstmg. & respiratory flow or tidal vohm^e of an inhalation device. 



19. Goodman does notteach or s^^^ or tidal volume of an 
inhalation device in any way. Consequently Goodman can not .veaoh. or suggest adjusung 
respiratory flow or tidal volume of the inlmkdon device based on individual pauent 
parameters or aerosol parameters. 

20. Goodman is merely a variable dose inhaler. It still pro vides a &ieter:ed dose; : the. amo uat- of 
medication in that particular dose just varies from patient to patient. 

2L Therefere, Goodman does .-not te&di the elements in skims 23, 43 ? and 44 missing from 
Brand and Brooken 

22, 1 am not aware of an y disclosure prior to Ola zimmtt invention th ai teaches or suggests 

adjusting .'the tidal voiiiin^ or respiratory flow of an inahaiation dovke, as ckimed m claims 
25, 43, ami 44, 

23, The present invention is an enormous step forward in iaMl.atlon devices and it is mcognhM 
by those skilled in the art as being at the forefront of technology. 

24, The claimed invention permits much more efficient deposition of dre dmg in the lung ihart 
the prior art, which, in tarn, results in a decrease of die amount of the noeessary drng, which 
subsequently results in a substantial cost reduction. 

25, In the prior art, it was iBipossihie to adjust an inhalation device individually to the specific 
needs of a specific patient and to an indi vidual drug. The imh&lation doviee of the present 
invention overcomes these shoricondngs, and indi vidualizes the inhalation device to each 
pad en e 

26,. Tim present invention was tfee first to introduce individiiahKed inhalation, A much more 
optimized inhalation of an aerosol is obtamable if the respiratory flo w and the tidal volume 
are individually selected, for the specific patient, Tims, with the inventive inhalation device, 
controlled inhalation is provided with high accuracy; the drug indeed reaches the target area 
in. the lungrTo my M0wiedge, ; sueh: a controlled and. targeted inhalation has. not , been 
achieved in the art prior to the present in vend oil 



Based on the ahove, analysis, I eoiidade that tiie clahm kethe present patent application 
are not obvious over m y comhmmkm of the references cited, 

I hereby declare that ah MatemeMs made lutein of my own kno wledge are true that 
all statements made on iMbnnatiOB and belief are believed to be irue> and further that these 
statements were made with the knowledge ftiat willful febe st^ements and the like so. made are 
punishable by fine or impri sonment, or bo th, under Seetion 1001 of Title 18 of the United States 
Cods and that such wiil&l fahe statements may jeopardize the validity of the applieauon or any 
patent issued thereon 

D ^*iZI^ By: ' •...{,( h U ^'Oj M^&^j^^ 

Bemhard Mueilingsr { 



